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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
February 12, 2009 has been entered. 

Claims 11-15 have been canceled, and claims 10, and 16-18 remain withdrawn 
for pertaining to the non-elected species. New claims 19 and 20 have been added, thus 
claims 1-9 and 19-20 are pending examination on the merits. 

Applicant has submitted an information disclosure statement (IDS) on February 
12, 2009. Several references were provided in only Chinese and those references were 
not considered and marked through. Only the English portions of the references 
provided were considered. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-9 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
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was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

In claim 1 , claims administration of insoluble whole glucan particles and "at least 
one complement activating anti-tumor antibody" which applicant has described as being 
antibodies directed to the tumor or tumor antigens that are able to activate one or more 
members of the complement cascade (page 19 of specification, lines 25-30). Applicant 
has not however shown what antibodies would be considered complement activating 
antibodies nor have they shown how one of skill in the art would determine which 
antibodies are encompassed by the claims. Furthermore, one would expect for different 
tumors that different antibodies would be complement activating for some tumors and 
not others and applicant has provided no direction or explanation how one of skill in the 
art would determine this, thus one would not know what compounds are actually 
encompassed by the claims and thus claim 1 , and claims 2-9 which depend from claim 
1 , are rejected for a lack of written description. 

Claims 1-9, and 19-20 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for treatment of tumors or reductions of 
tumors, does not reasonably provide enablement for suppressing or eliminating them. 
The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to use the invention commensurate in scope 
with these claims. 
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Applicant has successfully argued that the claims are enabling for being effective 
at treating tumor cells, with treating being reducing tumor size. However the claims are 
not merely directed towards reducing tumor size as the term "suppressing" 
encompasses prevention of the tumor cells from appearing and the term "eliminating" 
encompasses a cure for cancer by eliminating all of the tumor. Neither of these are 
known in the art as achievable, and there is sufficient reason to doubt that applicant has 
been able to achieve this with their method. Furthermore, one of skill in the art would 
not be able to use the method as claimed to eliminate tumors. Additionally, while a 
compound may be effective at reducing tumors it would not be considered by one of 
skill in the art to likely be as effective against some tumors versus others and would not 
be effective enough against all tumors to eliminate or suppress any tumor from 
appearing. The amount of direction towards elimination or suppression of the tumor 
cells is minimal and there would be an undue burden of experimentation for one of skill 
in the art to determine how to use this method as claimed. The breadth of the claims is 
large do to the large number of different types of tumors encompassed by the claimed. 

Factors to be considered in determining whether a disclosure would require 
undue experimentation have been summarized in Ex parte Forman, 230 USPQ 546 
(BPAI 1986) and reiterated by the Court of Appeals in In re Wands, 8 USPQ2d 1400 at 
1404 (CAFC 1988). The factors to be considered in determining whether undue 
experimentation is required include: (1) the quantity of experimentation necessary, (2) 
the amount of direction presented, (3) the presence or absence of working examples, 
(4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of those 
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in the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the 
claims. 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-9, and 19-20 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In claim 1 , Applicant claims "whole glucan" which is unclear what applicant is 
claiming as glucan is a polymer with specific linkages and can vary greatly in molecular 
weight. Therefore the term "whole" is unclear because there isn't a single defined size 
to glucan and yet the term "whole" implies that there is, under that analysis only the 
largest known glucan would be considered "whole" and anything less would be a 
fragment. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 1-2 and 4-9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cheung et al. (US 7,462,607) in view of Suzuki et al. (Gann, 1969, Vol. 60, No. 3, 
pages 273-237 - abstract only). 

In claim 1 , applicant claims a method of suppressing or eliminating tumor cells, 
comprising administering insoluble whole glucan particles and at least one anti-tumor 
antibody to a subject in need of suppressing or eliminating tumor cells. Applicant has 
elected trastuzumab as the antibody and thus claim 1-3 read upon a combination 
therapy of trastuzumab and insoluble whole glucan. Chung et al. teach a treatment for 
cancer that comprises of B-glucan and antibodies (abstract). They teach treatment with 
an effective amount of glucan to enhance the efficacy of antibodies (column 7, lines 35- 
37). They do not teach the specific antibody elected by applicant, trastuzumab, 
however they do teach rituximab (column 7, lines 52-56) which is also claimed in claim 
3. Thus they teach treatment of patients with cancer, which would be in need of 
suppressing or eliminating tumor cells and they teach treatment with both glucan and an 
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anti-tumor antibody. They do not specify if glucan is whole or insoluble, however 
naturally found glucan is insoluble and Suzuki et al. teaches that insoluble glucan is 
more effective as an anti-cancer agent than soluble glucan (abstract) and thus it would 
have been obvious to one of ordinary skill in the art at the time of the invention to use 
insoluble glucan. As discussed above, it is not clear what applicant intends to claim by 
"whole glucan" as it is a polysaccharide that varies in molecular weight by the number 
of linkages. However Cheung et al. teach that the glucan is of high molecular weight 
(column 3, lines 1 -1 5) and thus one of ordinary skill in the art would consider this to 
include a "whole" glucan. Thus claim 1 is unpatentable over Cheung et al. in view of 
Suzuki et al. 

In claim 2, applicant claims that the antibody is introduced via direct 
administration of a monoclonal antibody or polyclonal antibody. Cheung et al. teaches 
monoclonal antibodies (column 7, lines 38-44) and direct administration of the antibody 
(column 7, lines 44-47) and thus claim 2 is also unpatentable over Cheung et al. in view 
of Suzuki et al. 

In claim 4 applicant claims the glucan and antibody provide a synergistic effect. 
This is an effect of the method of claim 1 and therefore administering the same method 
would have the same effect. Additionally, Cheung et al. teaches that the glucan 
enhances the efficacy of the antibodies which is a synergistic effect. They even teach 
that there was a remarkable synergistic effect (column 14, lines 39-45). Thus claim 4 is 
also unpatentable over Cheung et al. in view of Suzuki et al. 
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In claim 5 applicant claims the glucan is administered orally, and in claim 6 
applicant claims parenteral administration. Cheung et al. teaches oral administration of 
glucan (column 14, lines 1-19) and also teaches that intravenous (parenteral) 
administration of glucan is known in the art (column 14, lines 29-33) and while it is not 
the preferred embodiments of Cheung et al. it would be obvious to one of ordinary skill 
in the art at the time of the invention that intravenous administration would also be an 
option for administration. Thus claims 5 and 6 are unpatentable over Cheung et al. in 
view of Suzuki et al. 

In claim 7 applicant claims the glucan particle is derived from yeast. Cheung et 
al. teach that glucan can be extracted from yeast (column 1 , lines 57-60). Thus claim 7 
is unpatentable over Cheung et al. in view of Suzuki et al. 

In claims 8-9 applicant claims that the glucan is derived from a plant source, 
specifically barley. Cheung et al. teaches glucan derived from barley (abstract) and 
thus claims 8-9 are unpatentable over Cheung et al. in view of Suzuki et al. 

Claims 3 and 19-20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cheung et al. (US 7,462,607) in view of Suzuki et al. (Gann, 1969, Vol. 60, No. 3, 
pages 273-237 - abstract only), in further view of Leyland-Jones et al. (The Lancet 
Oncology, already of record in the office action mailed August 7, 2008). 

In claims 3 and 19-20, applicant claims the method administering insoluble whole 
glucan and an antibody to a subject in need of suppressing or eliminating tumor cells 
and in claims 3 and 1 9-20 applicant specifies that the antibody is trastuzumab which is 
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not taught by Cheung et al. However, as discussed in the previous office action mailed 
August 7, 2008, Leyland-Jones et al. teaches use of trastuzumab for treatment of 
cancer (abstract) including specifically treatment of breast cancer (abstract). Cheung et 
al. includes antibodies for breast cancer (column 1 , lines 1 6-25). Thus it would have 
been obvious to one of ordinary skill in the art at the time of the invention that the 
method of Cheung et al. could also be used with an antibody known to be effective for 
treatment of cancer. As discussed in the previous office action, it is obvious to combine 
two treatments known to be effective for treatment of the same disease. Thus claims 3 
and 19-20 are unpatentable over Cheung et al. in view of Suzuki et al. in further view of 
Leyland-Jones et al. 

Conclusion 

No claims are allowed. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
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Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Meghan Finn whose telephone number is (571) 270- 
3281 . The examiner can normally be reached on 9:30am-7pm Mon-Thu, 9:30am-6pm 
Friday (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Meghan Finn 

/James D Anderson/ 
Examiner, Art Unit 1614 



